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   The care of victims of severe burn injury has seen major

advances in the past several decades. Among the most important

advances has been the use of human skin, harvested from cadavers,

for temporarily covering the wounds of burn victims. Cadaver skin

has saved the lives of thousands of burn victims by temporarily

protecting their wounds while the patients gain strength and are

prepared for grafting with their own skin.

   Unfortunately, the use of cadaver skin is associated with

numerous problems. Among these problems are 1) its relative

scarcity; 2) complex steps involved in preparing and transporting

the skin; 3) ultimate rejection of the foreign skin by the burn

patient's immune system. However, the most important problem with

cadaver skin is its potential of transferring infection to the

patient. Even though the donor of the skin is highly screened for

bacteria and viruses, viral transfer is possible and has

occurred, including hepatitis and the AIDS virus. The potential

of viral transfer can never be completely prevented, since some

donors may be in the early stages of the infection so that

screening blood tests are negative.

   For these reasons we have developed and now have had approved

by the Food and Drug Administration, a bioengineered replacement

for human cadaver skin. This material was developed in my

laboratories at the University of California, San Diego and at

laboratories at Advanced Tissue Sciences, Inc., La Jolla, CA. The



material, called Dermagraft-TC, is composed of human skin

fibroblasts which are cultured in the laboratory on a synthetic

matrix. Fibroblasts are a very important cell in the skin and in

many other tissues. As the fibroblast cells grow in culture in

the laboratory, they secrete human proteins and human growth

factors. Dermagraft-TC thus resembles in many ways, normal skin.

The very top layer of the skin, the epidermis, is mimicked by a

thin top layer of silicone in the Dermagraft-TC; this prevents

the skin from drying out and prevents bacteria from entering the

tissues. The material can be prepared in huge quantities, since

human fibroblasts grow very rapidly in culture. The material is

very safe, since bacterial and sensitive viral assays are

performed on multiple occasions during months of quarantine of

the biosynthetic tissue. Very importantly, Dermagraft-TC is not

rejected, since human fibroblasts are unique in that they are

nonantigenic and therefore are not recognized as foreign cells by

the patient who has received the tissue. Therefore, Dermagraft-TC

can persist for several months on patients. In contrast, cadaver

skin is rejected within a few weeks of placement on wounds.

   Dermagraft-TC was approved for human use in March, 1997, by

the FDA, following testing at a dozen burn centers. Advanced

Tissue Sciences, Inc., is already shipping this life-saving

material to burn centers in the United States. Dermagraft-TC can

be used on patients with third degree burns, as well as on

patients with second degree burns. I will show a brief video

which demonstrates the use of Dermagraft-TC on two patients at

our Burn Center at the University of California, San Diego

Medical Center.



April 25, 1997

Michael Bilirakis
c/o Alan Hill, Legislative Clerk
Chairman, Subcommittee on Health and Environment
U.S. House of Representatives Committee on Commerce
Room 2125, Rayburn Office Building
Washington, D.C.  20515-6115

Dear Mr. Bilirakis:

Enclosed/attached is a one page summary of statements which I plan to make on Wednesday
April 30 at the Commerce Committee hearing. My subject will be Dermagraft-TC, the
temporary skin replacement for burns on which I have been working for several years and
whicn was approved by the FDA last month. I also have a videotape which shows the
Dermagraft-TC used on two patients at our Burn Center. The video is 4 minutes. I can
limit my verbal comments, if you would like, to one minute, to meet the total 5 minute
time allottlement for my presentation. I will Federal Express the VHS video this
morning, so you will receive it Monday morning. 

For the record, I have received no federal grants in the past three years. I represent
solely my own clinical experience at the University of California, San Diego.

My Curriculum Vitae is attached.

Sincerely,

John F. Hansbrough, M.D.
Professor of Surgery
Director, U.C.S.D. Regional Burn Center
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